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A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
6/23/2009 has been entered. 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g.. In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 30-37 and 40-52 are rejected on the ground of nonstatutory obviousness- 
type double patenting as being unpatentable over claims 1-32 of U.S. Patent No. 
6567679. Although the conflicting claims are not identical, they are not patentably 
distinct from each other because the current claims are differently worded versions of 



the patented claims. 
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The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 30, 32, 35-37, and 40-52 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over the Tantillo et al article entitled, "Myocardial tissue pH in the 
assessment of the extent of myocardial ischemia and the adequacy of myocardial 
protection in view of Abbott 5385540. Tantillo discloses throughout a method including 
measuring the pH of the heart. Then on pages 344 and 345, 347-349, it teaches 
recognizing suboptimal pH levels of the heart, and delivering cold cardioplegia to one of 
a plurality of possible sites (i.e. aortic root of left main coronary artery) in response to 
low pH levels. Tantillo shifts delivery from a needle in the aortic root to a catheter in the 
coronary sinus. As such, the delivery mechanism is a "system." In addition, Abbott 
teaches that it is known to treat a patient during bypass surgery with cardioplegia by 
varying the temperature and/or flow rate. Hence, it would have been obvious to modify 
Tantillo to vary the flow rate, to ensure that the patient gets proper treatment. Claim 35 
is rejected in that if the delivery of cardioplegia is turned on and off, it is inherent that 
there is a valve. In addition, with respect to claim 36, it would have been obvious to 
alert the physician by displaying to any changes occurring in such an automated 
procedure, to provide the physician with full knowledge of the status. Claim 40 is 
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rejected in that Tantillo tests the pH of myocardial tissue. Claim 41 is rejected in that 
the examiner takes official notice that it is known to deliver electrodes to the heart via a 
delivery catheter. Hence, it would have been obvious to do so in Tantillo's method, as it 
is merely the substitution of one known delivery technique for another. Claim 42 is 
rejected in that In addition to the features of Tantillo discussed above, Abbott teaches 
that it is known to treat a patient during bypass surgery with cardioplegia by varying the 
temperature and/or flow rate. Hence, it would have been obvious to modify Tantillo to 
vary the temperature and flow rate, to ensure that the patient gets proper treatment. In 
addition, Tantillo already has the temperature sensor. Claim 42 is rejected in that 
Tantillo alters delivery of Cardioplegia based on temperature and pH. Claims 43-45 are 
rejected in that Abbott uses a controller to control temperature and flow rate of the 
cardioplegia. Hence, it would have been obvious to modify Tantillo to use such a 
controller, to eliminate human error. Claim 46 is rejected in that Tantillo alters the site of 
delivery. Claim 47 is rejected in that it is the examiner's position that there must be a 
valve to direct the flow. In addition, with respect to claim 48, it would have been obvious 
to alert the physician by displaying to any changes occurring in such an automated 
procedure, to provide the physician with full knowledge of the status. Claim 49 is 
rejected in that in order to control temperature and flow, data must be provided. Claim 
50 is rejected in that the tissue is myocardial. Claim 51 is rejected in that the examiner 
takes official notice that it is known to deliver electrodes to the heart via a delivery 
catheter. Hence, it would have been obvious to do so in Tantillo's method, as it is 
merely the substitution of one known delivery technique for another. With respect to 
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claim 52, Tantillo lias a first flow path to a catheter (in the aortic root) and a third flow 
path to a needle (in the coronary sinus). Tantillo further has a second delivery site 
(through the graft). It is the examiner's position that some sort of flow tube (cannula is 
necessary to provide the cardioplegia at the graft. In addition, the examiner takes 
official notice that using a manifold is a known way to distribute fluid to multiple paths. 

Claim 31 is rejected under 35 U.S.C. 103(a) as being unpatentable over Tantillo 
et al in view of Abbott, as applied to claims 30, 32, 35-37, and 40-52 above, further in 
view of Lee. Tantillo manually adjusts the delivery of the solution. Lee is selected from 
a myriad references that automates such a delivery, to remove human error. Hence, it 
would have been obvious to modify Tantillo to use a control, to increase the accuracy of 
the system and eliminate human error 

Applicant's arguments filed 6/23/2009 have been fully considered but they are 
not persuasive. 

Applicant has asserted that Tantillo does not have a system. The examiner 

disagrees. Tantillo has a catheter in the aortic root and a needle in the coronary sinus 
and a third delivery location. It is the examiner's position that this constitutes a system. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ROBERT L. NASSER whose telephone number is 
(571 )272-4731 . The examiner can normally be reached on m-f 9-5. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Charles Marmor II can be reached on 571 272-4730. The fax phone 
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number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Robert L. Nasser Jr/ 
Primary Examiner 
Art Unit 3735 
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